Objective: The objectives of this study are to (1) compare the BSE surveillance systems of Japan and the United States (US), and to (2) validate the US enhanced BSE Surveillance program.
Introduction
Since the first BSE case was reported in Japan in September 2001, consumer anxiety over the safety of beef has soared; consumption of beef has sharply declined. On December 24, 2003 (Japan Standard Time) , the first BSE case in the US was reported, which accelerated the decline of beef consumption in Japan and severely damaged meat related industries in Japan.
Given that approximately 40% of Japan's imported beef was from the US, the BSE occurrence in the US caused both social and economic problems, not only in meat-related industries but also among consumers.
On March 1996, as a safeguard against a BSE epidemic, Japan banned the import of beef products, meat and bone meal (MBM), as well as other feed ingredients from the UK; it also prohibited feeding MBM to ruminants. Starting January 2001, Japan additionally banned the import of all beef products, MBM, etc. from EU countries. The Japanese government considered these safety precautions would be sufficient. However, the first BSE occurrence was reported in Japan in September 2001, and consequently the government lost a great deal of consumers' trust. The MHLW immediately developed a surveil-lance and inspection system targeting (i) cattle aged 24 months and over that died on the farm, (ii) cattle showing clinical signs such as central nervous system disorders, and (iii) slaughtered cattle aged 30 months and over. However, being unable to regain the consumers' trust in the government and in its food safety policies, the Japanese government started inspections targeting all slaughtered cattle regardless of their age on October 18, 2001. Such inspections were considered necessary by most consumers to guarantee the complete safety of Japanese beef and beef products.
BSE surveillance systems in BSE-affected and susceptible countries are diverse. This fact complicates the disputes over the trading of beef and beef products. The US, which considers itself a BSE-free country, conducts selective inspections targeting high risk cattle (e.g., "downer" cattle aged 24 months and over, cattle that died on the farm, cattle that show signs of central nervous system disorders, etc.). The subjects of inspection under the US surveillance program are solely high risk cattle aged 30 months and over and the inspection excludes all normal slaughtered cattle. The US increased the number of cattle inspected, testing a little more than 20,000 in 2003. In March 2004, the Secretary of the US Department of Agriculture (USDA) Ann M. Veneman announced that an enhanced BSE surveillance program would be launched in June 1, 2004 as a strengthened safeguard for the current system (1). In the announcement, she commented that the sampling of some 268,000 cattle could detect BSE even if there were 5 positive cattle in the entire country.
In the meantime, none of the 11 cows diagnosed with BSE in Japan by the end of July 2004 showed any clinical BSErelated symptoms; all of them were detected through tests (i.e., ELISA, Pathological examination of tissue, and Western blot test) and determined as BSE-infected. Thus, the surveillance systems in Japan and that of the US are somewhat different.
On May 27-28, 2004, the World Organization for Animal Health (OIE, i.e., Office Internationale des Epizooties) held a general meeting in Paris, during which members discussed revising requirements for statistical procedures and proposed clarifying sample numbers of the high risk as well as the slaughtered cattle for surveillance. Although this revision proposal for the sample number did not pass, it will be discussed again, and the procedures are planned to be revised significantly at the 2005 meeting. In August 2004, the European Food Safety Authority (EFSA) officially reported that it raised the rating of the US Geographical BSE-Risk (GBR) from level II to level III, i.e. it is likely, but not confirmed, that domestic cattle are (clinically or pre-clinically) infected with the BSE-agent (2). OIE is currently evaluating the possibility of consolidating its rating scale from five to three levels. Based on the GBR assessments, it is expected that Japan and the US would receive the same rating. This in turn indicates that both countries will need to follow the same surveillance system. From this point of view, we believe that it is important to compare and identify the differences in the current BSE surveillance systems between Japan and the US. In doing so, we find it necessary to validate the statistical conclusions made in the US enhanced surveillance plan and examine the current Japanese surveillance system on the same basis.
Method
This section reviews and compares the surveillance system in Japan and the US in terms of its subjects, diagnostic criteria and the intensity of the surveillance system. The comparison of the systems is considered valid only when the two systems use the same inspection measures. The last part of this section briefly summarizes the statistical/probabilistic method used by the USDA to measure the effectiveness of its enhanced surveillance system. This paper applied this method to validate the statistical conclusion made by the USDA in the announcement of the enhanced surveillance plan. 
Subject of diagnostic test
(i) Japan (a) All
